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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely fried 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 ZZ). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communicatiQn(s) filed on 22 September 2006 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-13 is/are pending in the application, 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) S Claim(s) 1-4 and 6-8 is/are allowed. 

6) KI Claim(s) 5 and 9-13 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C, § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2, n Certified copies of the priority documents have been received in Application No. . 

3, n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Inten/lew Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review {PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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1 . Receipt is acknowledged of the amendment filed September 22, 2006. 



2. Claims 1-13 remain pending in this application. 
Claims 14-17 have been cancelled. 

3. The rejection of the claims as indicated in the last office action has been 
maintained in view of the requirement by the PTO pertaining to the availability of the strain 
ATCC 35203 in accordance with the following statement submitted in the last office action:' 



"Even a deposit made under the Budapest Treaty and referenced in a 
United States or foreign patent document would not necessarily meet 
the test for known and readily available unless the deposit was made 
under conditions that are consistent with those specified in these 
rules, including the provision that requires, with one possible 
exception (37 CFR 1.808(b)), that all restrictions on the 
accessibility be irrevocably removed by the applicant upon the 
granting of the patent. Ex parte Hildebrand, 15 USPQ2d 1662 
(Bd- Pat,App-&lnt1990K" 

This Examiner has absolutely no choice but to abide by the above decision based 
on the current record to reject the claims based on the specific strain. The arguments 
submitted as recited: 



"Applicants respectfully point out that Claim 5 contains a reference to 
strain ATCC 35203. Applicants respectfully traverse the rejection of 
claims 9-13. In the Office Action at page 2, the Examiner incorrectly 
states that it does not appear that ATCC 35203 is a readily available 
material. Applicants respectfully disagree. Enclosed is the ATCC 
Product Description for ATCC 35203, which indicates that there are 
no restrictions imposed by the depositor (Sanko Company, Ltd.) on 
availability to the public. In particular, the ATCC Product Description 
for ATCC 35203 does not contain the statement that the "material is 
cited in a U.S. and/or other patent or patent application, and may not 
be used to infringe on the patent claims", and thus is readily available 
to the public by purchase from the ATCC. Accordingly, it is submitted 
that this rejection is improper and should be withdrawn." ; 



Application/Control Number: 10/807,089 
Art Unit: 1657 



Page 3 



has been considered not to be persuasive since this is a Rule that has been imposed by 
the US Patent Office to have on the written record to have this specific reference to the 
availability. As indicated in the previous office action, if there is more than one depository 
containing the specific strain, which is available to the public without any stated 
restrictions, this Examiner would be permitted to accept the availability of the strain based 
on previous examinations based on similar circumstances. 

Thus, Claims 5 [previous indication was claims 4] and 9-13 have been rejected 

under 35 U.S.C 112, first paragraph, as failing to comply with the enablement 

requirement. The claim(s) contains subject matter which was not described in the 

specification In such a way as to enable one skilled in the art to which it pertains, or 

with which it is most nearly connected, to make and/or use the invention with respect 

to the availability of the strain ATCC 35203 in accordance with the following 

requirements: 

U,S> Patent Rules of Deposits 
It is apparent that the strain is required to practice the claimed invention(s) as 
recited in the claims. As a required element it must be known and readily available to the 
public or obtainable by a repeatable method set forth in the specification. If it is not so 
obtainable or available, the enablement requirements of 35 U.S.C. 112, first paragraph, 
may be satisfied by a deposit of strain in accordance with U.S. Rules. See 37 C. F. R. 
1.802. 

The specification does not provide a repeatable method for obtaining the 
strain and it does not appear to be a readily available material. Deposit of strain would 
satisfy the enablement requirements of 35 U.S.C. 112. If a deposit has been made, 
Applicant is required to meet the necessary criteria of the deposit rules in accordance with 
37 CFR 1.801 -37 CFR 1.809. 

If a deposit has not been supplied or made under the Budapest Treaty, then 
an affidavit or declaration by Applicants or someone associated with the patent owner who 
is in a position to make such assurances, or a statement by an attorney of record over his 
or her signature, stating that the deposit has been made under the terms of the Budapest 
Treaty and that all restrictions imposed by the depositor on the availability to the public 
of the deposited material will be Irrevocably removed upon the granting of a patent, 
would satisfy the deposit requirements. See 37 CFR 1.808. 
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If a deposit is not made under the terms of the Budapest Treaty, then an 
affidavit or declaration by Applicants or someone associated with the patent owner who is 
in a position to make such assurances, or a statement by an attorney of record over his or 
her signature, stating that the deposit has been made at an acceptable depository and that 
the following criteria have been met: 

a) During the pendency of the application, access to the 
deposit will be afforded to one determined by the Commissioner to be entitled thereto; 

b) all restrictions imposed by the depositor on the 
availability to the public of the deposited material will be irrevocably removed upon the 
granting of a patent; 

c) the deposit will be maintained for a term of at least thirty 
(30) years and at least five (5) years after the most recent request for the furnishing of a 
sample of the deposited material; 

d) a viability statement in accordance with the provisions 

of 37 CFR 1.807; 

and 

e) the deposit will be replaced should it become 
necessary due to inviability, contamination or loss of capability to function n the manner 
described in the specification. 

In addition, the identifying infomiation set forth in 37 CFR 1.809(d) should 
be added to the specification, See 37 CFR 1 .803-37 CFR 1 .809 for additional explanations 
of these requirements. 



Please note that the mere reference to a deposit or the biological material itself in 
any document or publication does not necessarily mean that the deposited biological 
material is readily available. Even a deposit made under the Budapest Treaty and 
referenced in a United States or foreign patent document would not necessarily meet the 
test for known and readily available unless the deposit was made under conditions that are 
consistent with those specified in these rules, including the provision that requires, with 
one possible exception (37 CFR 1 .808(b)), that all restrictions on the accessibility be 
irrevocablv removed by the applicant upon the granting of the patent Ex parte 
Hildebrand, 15 USPQ2d 1662 (Bd, Pat App. & Int 1990), 



4. 



Claims 1-4 and 6-8 have been allowed 
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5. Any inquiry concerning this communication or earlier communications 

from the examiner should be directed to Examiner Lilling whose telephone number is 
571-272-0918 and Fax Number is (703) 872-9306 or SPE Michael Wityshyn whose 
telephone number is 571-272-0926. Examiner can be reached Monday-Thursday from 
about 5:30 A.M. to about 3:00 P.M. Any inquiry of a general nature or relating to the status 
of this application should be directed to the Group receptionist whose telephone number is 
(703) 308-0196. 

Information regarding the status of an application may be obtained from the 
Patent Application information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://portal.uspto.gov/external/portal/pair. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



H.J.Lilling: HJL 
(571)272-0918 
Art Unit 1657 
October 03, 2006 
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Primary Examiner 
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